As originally filed 5 Transfer contai ner for pharnmaceutical recipients
Field of the invention 10 The invention relates to a reusable container for
the transfer of sterile pharnmaceutical re- cipients. The invention further
relates to a transfer systemfor the stfrile transfer of phar- maceuti cal
recipients and also to a nethod for filting pharmaceutical recipients with
at | east one pharmaceutical nedium Containers, transfer systens and

nmet hods of this type nay be used in particular in the field of the

manuf acture and/or bottling of pharnmaceutical 15 recipients, such as for
exanpl e nedi canents, diagnostic agents or the |like. However, as a matter of
principle, the invention can also be used in other sectors requiring a
transfer of any . ,type of lowgermor sterile recipients, for exanple in the
fine chem‘lcsangénailVCfled the food industry sector. 20 Prior art The
transfer o recrprents under sterile conditions |s |nportant in many areas
of natura s C ed

her ei nbef or e, pharnaceutrcal productron or bottlrng in mhrch nedrcrnal
products (for exanpl e pharnpaceutical agents, 25 pharpmaceutical conposition
preparations, di agnostfﬁa“é rfPEta‘mranﬁBQN‘Ea‘é’g'é'r‘iPl%}ﬂl%} hing preparations
and/ or therapeutic nmedia) are poured into suitable recipients. A further
possi - bl'e area of application is the treatment or handling of bi ol ogical
sanples. Further areas are the foodstuff industry which also requires at

| east a | ©eidggnne @oeion Phar maceuti cal pro- duction will be described
hereinafter wthout restricting possible further applications of the 30
invention. In the pharmaceutical industry, a |large nunber of bottling
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20  Prior art

The transfer of recipients under sterile conditions is important in many areas of natural
science and technology. Examples of this include, as stated hereinbefore, pharmaceutical
production or bottling in which medicinal products (for example pharmaceutical agents,
25  pharmaceutical composition preparations, diagnostic agents, diagnostic agent-containing
preparations and/or therapeutic media) are poured into suitable recipients. A further possi-
ble area of application is the treatment or handling of biological samples. Further areas are
the foodstuff industry which also requires at least a low germ count. Pharmaceutical pro-
duction will be described hereinafter without restricting possible further applications of the

30 invention.

In the pharmaceutical industry, a large number of bottling technologies are used for manu-
facturing in particular filled single-use syringes, known as ready-to-use syringes, under

aseptic, i.e. at least largely germ-free, conditions. As a matter of principle, a distinction is



case conventionally enbodi ed as upwardly open shells having a raised edge.
These trays 10 are equipped wth internal plastics material racks (al so
referred to as a nest) into which the previously cleaned and cl osed-ti pped
syringe bodies are inserted with the tip hanging downward. The trays with
the racks and the syringe bodies are th&n generally covered or closed with
a plurality of layers of foils which are |oose or welded to the tray (a type
of shelgd and subsequently sterilized generally with ethylene oxide or if
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25
An example of a document describing conventional bottling technologies of this type is DE
44 19 475 Al. Said document describes methods which relate in particular to tray filler
technology, so that reference may be made to said document for further details of possible
bottling processes and tray filler technology. DE 44 19 475 Al discloses a means for re-
30  moving the covering of storage boxes, such as can for example be used as trays in tray fil-
ler technology.

However, DE 44 19 475 Al already makes some of the drawbacks of known technologies
apparent. Thus, the large-scale handling of the previously used, welded trays equipped
35  with a plurality of protective foils is extremely costly. Special devices, such as for example
the device described in DE 44 19 475 A1, have to be used in order to open the outer pack-
agings of the sterilized syringe bodies and in order to remove the nests from the trays.



tant, is the large anmount of waste incurred in this nethod. Thus, the

si ngl e-use outer pack- agings, which are disposed of after the renoval of
the syringe bodies or the trays, are valu 10 able raw naterials which are
general ly wasted w thout being used. This not only consti- tutes a

consi derabl e cost factor, but can al so-8ause consi derabl e environnent al
problenms in |arge-scale bottling operations. US 2003/0235511 Al describes a
met hod for sterilization by nmeans of chem cal vapors. 15 This method uses a
sterilization chanmber which is connected to a vacuum punp and a va- pori zer.
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reversibility of the methods. If for example the bottling, be it in a line filler or in a tray
filler installation, has to be briefly interrupted, for example on account of technical mal-
25  functions, then it should be readily possible to return the recipients to be filled to the trans-
fer container used and to temporarily store them there without the recipients thereby be-
coming contaminated and without costly devices being required for this purpose. The
above-described methods of DE 44 19 475 Al or US 2003/0235511 Al do not satisfy
these requirements, as in this method a costly renewed casing would be required during a

30 return to the containers.

DE 1 017 454 A proposes a method for the sterile packaging of liquids, in particular milk,
in which presterilized packaging material is supplied in closed containers in the form of
cartridges to a sterile cabin. In this case, a closed removal end of the cartridge is coupled to
35  a likewise initially closed entrance opening to the sterile cabin for the packaging material
via a separately sterilizable coupling space which is closed on all sides. By way of exam-

ple, said document states how the packaging material in the form of cups, which can be



caused by splinters of glass. Object of the invention 10 The object of the
present invention is therefore to provide a device and a nmethod which

avoi ds the drawbacks of the devices and nethods known in the art. In
particular, the inven- tion is intended, to allow a sterile transfer of
pharmaceutical recipients froma first-%terile space to a second sterile
space without the sterile atnosphere being substantially sus 15 pended
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Description of the invention

20
This object is achieved by the invention having the features of the independent claims.
Advantageous developments of the invention are recited in the sub-claims. The wording of
all of the claims is hereby incorporated by reference into the content of the present descrip-
tion.

25

A basic idea of the present invention consists in the possibility of resolving the dilemma,
on the one hand, of wishing to dispense with costly sterilization of the pharmaceutical re-
cipients in bottling lines and, on the other hand, of having to ensure sterility at the bottling
site by using a suitable reusable container. The reusability of the container, which can take
30 place for example as a result of the selection of suitable, multiply sterilizable materials
which are able to withstand the mechanical loads during transfer, also prevents waste

caused by single-use packagings.

A reusable container for the sterile transfer of pharmaceutical recipients, in particular of
35  syringe bodies, is therefore proposed. The pharmaceutical recipients can for example con-
tain syringe bodies, ampules, phials, bottles, glasses or similar recipients which are suitable
for accommodating solid and/or gaseous and/or liquid ingredients. As stated above, the



The container conprises at |east one outer case with a sterilizable
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25  trating the container. The term “in principle” refers in this connection to an optimization,

corresponding to the conventional standard, of the prevention of the infiltration of micro-
bial impurities in which no microbial impurities infiltrate the interior over a period of time
which is required in practice and under conventional conditions which are required for
transferring and storing the pharmaceutical recipients (for example a few hours up to a few
30  months, under fluctuating environmental conditions (e.g. temperature, air pressure) and

also under mechanical loads).

The interior has at least one holder for accommodating at least one nest for storing a plural-
ity of pharmaceutical recipients. As described above, this nest can for example comprise a
35  planar plate which may also be referred to as the “nest body”. The nest body, which can be
configured in a substantially planar manner, can then have a plurality of openings for in-

troducing, for example suspending, the pharmaceutical recipients. These openings can for



for exanple appropriate plastics materials (for exanple fluorinated plastics
materials, in 5 particular polytetrafluoroethylene or PTFE) and/ or of
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large number of known ways, for example as a folding door, sliding door or the like. In this
25  case, the door is configured in such a way, for example by means of suitable sealing ele-
ments, that the interior is still microbially isolated from the environment of the container
when the door is closed. It is particularly preferable if this container door is arranged on
the upper side and/or, preferably, on a side wall of the container (for example an end face
of a cuboid container). This container door can in particular comprise a pivoting door, in

30  particular an outwardly opening pivoting door, in particular a bulkhead.

Additionally, the container comprises at least one lock for coupling the container to a ster-
ile space. The term “a lock” refers in this case to any desired coupling mechanism allowing
mechanically stable connection of the container to a sterile space. Examples of this include
35  bayonet closures, although other types of locks are also possible, for example locks with
corresponding lock hooks, slides, flaps or the like. The person skilled in the art is as a mat-
ter of principle familiar with locks of this type from other technical sectors. However, ac-
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25 from the infiltration of all types of floating particles to be ensured.

The pharmaceutical recipients, in particular the syringe bodies, can be cleaned and/or ster-
ilized prior to introduction into the container or be sterilized after introduction in the inte-
rior of the container. The interior per se can also be cleaned and/or sterilized before the

30  contents are introduced into the container.

The interior of the container comprises, depending on its size and the pharmaceutical re-
cipients, preferably a few hundred or more pharmaceutical recipients and thus generally
replaces a large number of trays. The closed container, which is internally sterilized along
35  with its contents, can for example be brought from the manufacturer of the recipients up to
the pharmaceutical agent manufacturer or to the bottling factory for filling with the phar-

maceutical medium. On the pharmaceutical agent manufacturer's premises or at the bot-



Cling factory, the container is for exanple brought to a sterile space and

coupled there to a lock (referred to hereinafter as the "sterile | ock") of
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For this purpose, it is particularly advantageous if the nests do not contain any individual

25  microbially tight casing. Suitable molded parts can allow the nests to be processed on what
is known as a conventional line filler bottling machine. Line filler bottling machines are a
common pharmaceutical manufacturing technology. An operator's own tray filler bottling

machine is thus generally not required, but can also be used as a matter of principle.

30 The pharmaceutical recipients can be filled, if appropriate after removal of an additional
seal (such as for example the above-mentioned thin protective foil for preventing the infil-
tration of particles or other impurities), filled and then closed by means of a common tech-
nology, for example with plugs or other closures. The closed pharmaceutical recipients
filled in this way are then for example removed from the nests by means of a common “de-

35  nesting technique”.
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25  partly filled. The container equipped in this way can preferably be temporarily closed and
even undocked from the sterile space. Later, the container can preferably if appropriate be
redocked, if it was undocked, to the lock and can be opened in order to remove the nests
for continuing the bottling process or to remove from the nests both the recipients which
are still empty and the recipients, in particular syringe bodies, which have already been

30 filled. This reversibility of the removal of nests from the container and/or inner container
and also the alternative removal of syringe bodies from the nests requires, above all in an
automatic or semiautomatic removal technique, a suitable arrangement of the openings for
accommodating the syringe bodies in the nests. Full reversibility generally presupposes
that neither the nests nor the individual syringe bodies have an individual casing. Accord-

35 ingly, it is preferable if the nests are introduced into the container, in particular into the
inner container, without an additional casing, in particular without an individual, closed

casing. In the proposed technology, the direct waste formed is preferably merely if appro-



casing. In the proposed technology, the direct waste forned is preferably
nmerely if appro -10- priate the thin protective foils for tenporarily
protecting the open enpty pharmaceutical recipients. The above-descri bed
cont ai ner can be advant ageously configﬁéed in various ways, wherein 5 the
advant ageous devel opnents descri bed héréirnafter can be inpl enmented
individually or in conbination. A first preferred configuration relates to
the lock it Thus, t.he.l.noc an for exa rise at least a fi
ook par i £ i Bieehs iRt Bt PrRRR T HRoTRE e obpfiithuea 1°"
door and ratipleedst partly surrounds the contai ner door. The coupling to the
sterile lock of the sterile space, in particular a first sterile |lock part
surrounding a sterile space door, can be coupled by nmeans of this first

| ock par tThefabovérdeseobed cant@neranan e mévam?zgwousiyrponfmred in|vagists ways; @dwerain | ock

Coupl & (0 AERANGR FteloprlfE GRAB B RRRE oo BL SRRARARAREAAANY o0, 7

Doubl e cogppmhglgtlg_@ of this type are for exanple known fromthe nucI ear

engi neering sector in which they are referred to for exanple as "La

Cal hene" | ocks. La Cal hene | ocks of this pe all ow cou- pIrn% to take pl ace
parti cul & [fijsteprefested sonfjguatonreaety o ﬂl?slﬁé%éﬁsﬁ Bhusy thej logk cas Temexamplet | ock

parts andohdpgiss %@Ma'tﬁ@tho@@ﬁé@wﬁfcﬁ i§ S8nnBUBIR) fheRRtd cide JURBISMER ohtallRr
connect ed toaﬁgerr mating parts. The stg{rle space. door. and  t e cngarner

door ®an desr rréeﬁsapaqlﬁéuewsrrw%n%r ogr rTé‘§&PPP18¥g tole $ter |r)91rgo €t he
second | aedfil@apdcs, inpaeticuddrar RAE BeSRNBEE pad shﬂ@mﬁﬁg a $fetife slﬁeélﬂbd)rngaﬁ pehni que
is particul advant ageous {Dog tyr%e ahove-descri bed possible. rev {on of
Lhe’an odipRkd ﬁr TS £b S G 10oKk RAToFUTHEHBPTC, et ORREIEE oa EOMBESEASGES! & t ho
cgse of tseeondi lﬂtll?pﬁltﬂmm_dﬂis&fonﬂe@étatdr&ﬂz&dﬁliahﬁr doot. tThmgeqondde&s%arEEarFﬁet her
advant ageou nfilqurat| ons, of the con I to.t

o S9%ef 100 sShthE I8k il Sof R P it Rt Badt dobr GRS P DULES
descr]isbeobfalms\tme arerfanémmp@kndwmfmnntdmhmclnmren@meeﬁngacctdmnadudrrﬂw&aﬂred in
e o " elbRired 105 LARRRe £OR PLIRESIOBEETS! GanfloobRN{f B e 3o fofmova] €

i nner contal ner 0se devices for revers { ting the
i nner comlmgrﬁetakcamla%@aﬂ@nhmﬂwleéﬁ@eltbrm wighhut sudpending seutity; as thetfabtleek 30

the inner aﬁ?%@'tﬁk%ec lJc &Jaﬂ§%@t o Rhd lebc%cﬁ’ gt EH%C ARIhe conied 48Ry 1 ound

or srnrl&’ geonetrrc e or be configure correspon I ng roundi ngs.
Wth r eganaimrgcpanﬁeThﬁastertleﬁp%qesioamr&nthéaﬁntr@@ené@m can b¢ epeiedet thesapie takle t o

the afovexdasali Hede m;ﬁfdgaif%e §RohdRick pfaﬁg Witk %aéf?édi‘a!n%ctéd Hercdt MRS €
hi gh-grade steel ), .ceram c, E§ass pl asti naterra (i ticul ar

;
f1 uor i nateHPINEEElniqueysParticy yaéﬁeﬁa%r@ur eﬁ‘iﬂ éwsz‘r Ie GB¥EEehy | ene)

35 and/ orofqﬁérnﬁlsmaﬁg o(ffthéT&Brﬂﬁlhéd &ndddr ﬁlhérScdnyaa@erg afor garbisledn gt Bast T thée

outer container an
mterruption ofd a pharmaceutlcal bottling process.

25  Further advantageous configurations of the container emerge with regard to the interior
thereof. Thus, the at least one interior can for example, as described above, comprise an
inner container which can be accommodated in the interior. This inner container is prefera-
bly configured as a removable inner container, for which purpose devices for reversibly
accommodating the inner container can for example be provided. Like the outer container,

30 the inner container may for example also be of rectangular, polygonal, round or similar
geometrical shape or be configured with corresponding roundings. With regard to the ma-
terials which can be used, reference may be made to the above-described materials, so that
for example metals (for example high-grade steel), ceramic, glass, plastics materials (in
particular fluorinated plastics materials, such as for example polytetrafluoroethylene)

35 and/or composites of materials of this type can be used both for the outer container and for
the inner container. In particular, the materials, like the materials of the outer container,

can be selected in such a way that the materials are able to withstand the mechanical loads



the inner container. In particular, the materials, like the materials of the
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(for example a port with a standardized flange). In this way, appropriate sterilizing media
25 (for example gases or superheated steam) for cleaning and/or sterilizing the container inte-

riors can be introduced and discharged therefrom again.

In order to allow improved blending of the atmosphere in the container interior, for exam-
ple during sterilization and/or later during transportation, one or more ventilation devices
30  can additionally be provided inside the container.

Furthermore, the container can have, likewise in order to effect sterilization or disinfection,
at least one opening, preferably an opening which can again be closed (for example again
by means of a suitable valve), for introducing a radiation source into the interior. As de-
35  scribed above, this radiation source can for example comprise an intensive light source (for
example an ultraviolet light source), a differently configured, electromagnetic ray source, a

radioactive ray source (for example an alpha, beta or gamma source or a combination of



35 scribed above, this radiation source can for exanple conprise an
intensive |ight source (for exanple an ultraviolet |ight source), a
differently configured, electromagnetic ray source, a radioactive ray
source (for exanple an al pha, beta or gamm source or a conbination of -12-
ray sources of this type). The cont ai mék2 can be configured in such a way
that this ray source can be introduced only tenporarily via the opening in

this container or e container can conmpletely and integrally conprise a
ray sour cEYSPUECH %ft tg&?ﬁ@@oﬁ%‘?%‘f%#‘é&?? ﬁac {06 18uEh 3 a3 that d1ig FRY SOHEEr i or
or the phamBcaotead g tampitirdly vid iR dprhingshthi@lconfdick iopal tontdifertdaa af ore
5 nmentioned possi bidl.i i e?l, it i.s further mr&.g&spsifl& .t(t) ﬁonficgure the

cont ai nerc‘?ﬂl@ﬁtegianl dntegrally comprisea Fay: soPEee Of fiip bYpedesfigintachpe ardier stgrilitady or
cool i ng ting thevimeric@ror tRppliadmacaitiealrracpients. Altemiagvely anddditiontillyf tertke hfoye-

configured heati.n ns_ can exampl e..be provided..for this purpose,
wher erh cenRa s TETRS:. GF R T B B SiRF  DRSHETE pieooriaad wflt bPRES
di si nf ect ommntempeOrakure thtrotuieeice tftrcheating andier canling hike intdrenr i Appropeate oddiargn be

conpl etel y_isol f, h I ion, for -14 ght
andl or valeaty eRURE aifePRb EnRHY R nchHl ans b, G ARG, B FOSSSERT T
al | that pwpessgwherth the hegingmenfer axamptehicadaridd @it aiprig theFoal disinfecpom.pose,

the container can for exanple further conprise at | east one mcrobial filter
for filtering atnosphere circulated in the interior and/or for filtering

f | ui dlGredFerthermorsathe container ar the intgript theresf canghd engnnlefelyi iselatei drom theeuter

descr i bedraRRt AirRghmbi Y e@hrd fitht ARFEE LREANE ORI ARIRIGAN Holevbi P Salclicul ar

to be suitable tr Portatl on, for exanﬁ, rom a rmanufacturer of the
phar maceudiovs) subglantiglynalk thap isgrequigedh is deensurgamiciolial shislding dios thip GREOS6ig

f ?Ct Olr 'yi iﬁ@][cohﬁiirfer RUA P65 Bxani)€ fE@Hih FoRPFis€ AN 1dadt orOnmorabinl B1tEOHR filkeing
plurality of rolls, i

n particular rolls. w.th. braking means. The ter.
Prol I's" remesRiascipaied i eégtelaorrﬁlfié%rf%ltm PRI, I AFgHeT fisdTypes of

devi ces f @itidgahé lrteridrat i ng onward novenent, i.e., in addition to rolls as
such, al so wheels, gear wheels, run- ners, rails or the like. In addition
thereto, i.e. in particular in addition to a plurality of rolls, the

cont ai ner Thadesofibédosvatdiner &h sne efthpdessabead @infigatatioys Bfin periculagtd weduithble
stationarjly 25 mounti the .container, .for ex le in the form.of

on- ol 11 15 FEGORRIPH SPRetasfelf ARy hofnurieRlrg Y E IR aBniachilfoa O (08s ¢ he

| oad on tmedicamérdi manfaadlires andjobeottl migi favtedy. dior ithng pupessttbe cortgmentarhfosivy
cont ai per cl Ling- . | tqd. e
bear 1y 1 Safible, O A SaBE ORI o BRUCMRORANTA SEn SRRMED BRGHT, o)
are br ougfrolls’] tefess gothisaease a4 @ mattheoippringinde duanyndeseditypsnaf gedeasrtagicilzo |t

is particul i I t i wiRisahper s can
be trans p%#ltﬁ%g}{wla{ld??l\slfﬁﬁ% 1%/;'_’01? ddg:itgﬁl @@ﬁﬁst Cih’s Q%ﬂﬁg%ggj Et e Pr%ib(k)lggd

cont ai ner Ng&Falloer thg gkﬁﬂg agdijien dharetp, i.€. in particular in addition to a plurality of r

the container can optionally also comprise a plurality of bearing feet for stationarily

olls,

25  mounting the container, for example in the form of non-rolling feet for stationarily mount-
ing the container. This allows the load on the container rolls to be relieved during the stor-
age of heavy containers and for example accidental rolling-away to be prevented. The
bearing feet can for example be configured as extendable bearing feet which are brought
into contact with the ground during stationary storage.

30
It is particularly preferable if a large number of the described containers can be transported
individually or jointly. For this purpose, the proposed container can for example have outer
shaped profiles which are configured in such a way that a plurality of containers can be
stacked. For example, the containers can accordingly have corresponding depressions into

35 which the bearing feet and/or rolls of adjacent, in particular upwardly adjoining containers
can accommodate. In this way, it is possible to ensure safe stacking or safe storage, trans-

portation, onward movement and operation of individual or joined containers. Alterna-



shaped profiles which are configured in such a way that a plurality of
containers can be stacked. For exanple, the containers can accordingly have
correspondi ng depressions into 35 which the bearing feet and/or rolls of

adj acent, in particular upwardly adjoinjng containers can accommodate. In
this way, it is possible to ensure safe stacklng or safe storage, trans-
portation, onward novenent and operation of individual or joined containers.
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containers.

25
In addition to the containers in one or more of the described configurations, a transfer sys-
tem is further proposed for the sterile transfer of pharmaceutical recipients to a sterile
space. The transfer system comprises at least one container according to one or more of the
above-described configurations, and also furthermore at least one sterile space. The term “a

30  sterile space” refers in this case to an at least partly closed-off or shielded space in which
increased freedom from germs prevails in relation to an exterior. This can for example be
effected by appropriate locks, microbial filters, sterilizing means or the like. The sterile
space can in particular be configured as an accessible sterile space. The sterile space has at
least one sterile space wall with a sterile lock which can be coupled to the lock of the con-

35  tainer. The sterile space can for example have at least one bottling line for bottling at least

one pharmaceutical medium into the pharmaceutical recipients.
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netic radiation, for example UV radiation, can also be carried out, as can steam steriliza-

ectromag-

25  tions in general. As stated above, this sterilization can take place directly at the factory of
the manufacturer of the pharmaceutical recipients and/or after the pharmaceutical recipi-

ents have been introduced into a nest and/or a container.

In a further method step, the pharmaceutical recipients are introduced into at least one nest
30 for storing a plurality of pharmaceutical recipients. This nest is introduced into a reusable
container comprising an outer case with a sterilizable interior and a container door. The
interior is microbially isolated from the environment of the container and has at least one
holder for accommodating the at least one nest, preferably for accommodating a large
number of nests. As described above, the sterilization can also take place after the accom-

35 modation of the nests with the pharmaceutical recipients in the interior.
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bottling process. Thus, it is particularly preferable if the method can optionally be config-

ured in such a way that at least one nest and/or at least one inner container, the latter with
or without nest, can be returned to the container. The at least one nest can in this case be
25  empty or equipped at least partly with pharmaceutical recipients. In this case, the recipients
may be as yet unfilled or else at least partly already filled. A return of filled and unfilled
recipients, for example a simultaneous return, is also possible. The container can then be
closed, selectively while maintaining the sterile and/or aseptic state of its interior and the
recipients located therein, and optionally be uncoupled, in particular undocked, from the
30  sterile space. As stated above, this return of the pharmaceutical recipients to the container
can in particular take place during an interruption to a bottling process. However, a return
of this type may also be advantageous in other situations. After the ending of the interrup-
tion to the bottling process or the other event triggering the return, the container can then
optionally be recoupled, in particular redocked, to the sterile space and the container can be
35  reopened toward the sterile space, so that the pharmaceutical recipients can be transferred
back to the sterile space and optionally resupplied there to a bottling process. In this me-

thod variant too, in which at least some of the pharmaceutical recipients are optionally re-
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The pharnmaceuti cal reci pnentien fdrZhasteriledrahsfgriofgyringe bbdies; exenpl ary

enbodi ment as syringe bodies 114 without limting the possibility of the use

of further types of containers.
figures 2A and 2B show two exemplary embodiments of various nests for accommodat-

20 ing syringe bodies; and

figure 3 is a sectional illustration of a detail of a transfer system according to

the invention with a container coupled to a sterile lock.

25  Figure 1 is a highly schematized sectional illustration from the side of an exemplary em-
bodiment of a reusable container 110 according to the invention for the sterile transfer of
pharmaceutical recipients 112. The pharmaceutical recipients 112 are configured in this
exemplary embodiment as syringe bodies 114 without limiting the possibility of the use of
further types of containers.

30
The container 110 has an outer case 116 which is configured in this exemplary embodi-
ment as a one-walled outer case 116. Double or multiple-walled configurations, for exam-
ple, are however also possible. The outer case can for example be made of one or more of
the above-mentioned materials and is intended in particular to ensure a dimensional stabil-

35 ity in order to withstand the mechanical loads during transportation (for example stacking
of a plurality of containers 110). Furthermore, the outer case 116 is to be able to withstand

intensive cleaning and if appropriate disinfecting or sterilizing processes.



30 The contai ner 110 has an outer case 116 which is configured in this
exenpl ary enbodi - nent as a one-wall ed outer case 116. Doubl e or

mul ti pl e-wal | ed configurations, for exam ple, are however al so possible.
The outer case can for exanple be nmade,of one or nore of the
above-nentioned materials and is inteﬁ&ZG in particular to ensure a

di nensi onal stabil 35 ity in order to withstand the nmechani cal | oads during
transportation (for exanple stacking of a plurality of containers 110).
Furthernore, the outer case 116 is to be able to withstand intensive
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body and can accordlngly comprise a dimensionally stable material which is resistant even
to multiple cleaning and disinfecting processes, for example a plastics material (for exam-
ple a fluorinated plastics material) and/or a metal, a ceramic or the like. Each nest body

25 132 has a large number of openings 134 for accommodating the syringe bodies 114. These
openings 134 are configured in the illustrated exemplary embodiments as round bores in
the nest body 132. In this case, figure 2A illustrates an exemplary embodiment of a nest
128 in which one hundred and twelve openings 134 are arranged in a substantially rectan-
gular matrix with a hexagonal distribution. Every other row is in this case displaced from

30 the preceding row by half the distance of an opening. In this way, it is possible to ensure
optimum utilization of the space of the nest 128.

Figure 2B, on the other hand, shows a nest 128 in which the openings 134 are arranged in a
TOW.

35
The exemplary embodiments shown in figures 2A and 2B are just two of a large number of

possible exemplary embodiments of nests 128. Each container 110 or each inner container



gular matrix with a hexagonal distribution. Every other rowis in this case
di spl aced from 30 the preceding row by half the distance of an opening. In
this way, it is possible to ensure optinmumutilization of the space of the
nest 128. Figure 2B, on the other hand, shows a nest 128 in which the
openings 134 are arranged in a row. 398Fhe exenpl ary enbodi ments shown in
figures 2A and 2B are just two of a |large nunber of possible exenplary
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2B, into which syringe bodi es can be l'a
sterile conditions.

Furthermore, the shape of the openings 130 can also be adapted to the type of the pharma-
ceutical recipients 112 or to the particular features of the bottling plant, so that it is possi-
25  Dble to provide, instead of continuous bores, for example also grooves in the edge of the
nest body 132 according to figure 2B, into which the syringe bodies 114 can be laterally
suspended. This might facilitate removal. A large number of possible configurations are
conceivable. In particular, the holders 126 can also be adapted to the particular shape of the
nest bodies 132.
30
As is shown partly and schematically in figure 1, the syringe bodies 114 and pharmaceuti-
cal recipients 112 respectively, which are inserted into the openings 134, can be closed at
their upper end with an additional protective foil 136. However, this is not compulsory.
Furthermore, the syringe bodies 114 can be closed at their lower end with a cap 138; this is

35  likewise indicated symbolically in figure 1.



suspended. This mght facilitate renoval. A | arge nunber of possible
configurations are conceivable. In particular, the holders 126 can al so be
adapted to the particul ar shape of the nest bodies 132. 30 As is shown
partly and schematically in figure 1,_??@ syringe bodies 114 and
pharmaceuti- cal recipients 112 respectively, which are inserted into the
openi ngs 134, can be closed at their upper end wth an additional
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during t ruPRSHBHS. élihewwg@rl 44 @Howiayfjuid staridizing; @ﬁﬂgmﬁpm‘sﬁumhéha HGT of the
i nterdoor @hmephere in the interior 118 of the con 25 tainer 110 or in the
interior 124 of the inner container 122. In the exenplary enbodi nent
illustrated in figure 1, the ventilation device 146 is provided nerely on

t he out erFigtefndréfin this exemplary embodiment, the container 110 has a ventilation device

146. This ventilation device 146 can ensure, for example during transportation and/or dur-

ing a sterilizing process, blending of the interior atmosphere in the interior 118 of the con-

25  tainer 110 or in the interior 124 of the inner container 122. In the exemplary embodiment
illustrated in figure 1, the ventilation device 146 is provided merely on the outer case 116.
However, alternatively or additionally, further ventilation devices 146 can be provided, for
example in the inner container 122.

30  Furthermore, in the exemplary embodiment illustrated in figure 1, the container 110 op-
tionally has a microbial filter 148. In the exemplary embodiment illustrated in figure 1, the
filter 148 is connected to an opening 150 in the container 110. This opening 150 can for
example be configured as a closable opening. The microbial filter 148 ensures a germ-free
atmosphere inside the container 110. Alternatively or additionally to the arrangement

35  shown in figure 1 of the optional filter 148, a filter 148 can for example also be arranged
on the inner container 122. Furthermore, alternatively or additionally, a filter 148 can also

be provided with a circulating device, for example the ventilation device 146, in the inte-



However, alternatively or additionally, further ventilation devices 146 can
be provided, for exanple in the inner container 122. 30 Furthernore, in the
exenpl ary enmbodinent illustrated in figure 1, the container 110 op- tionally
has a mcrobial filter 148. In the exenplary enbodinment illustrated in
figure 1, the filter 148 is connected 4% an opening 150 in the container
110. This opening 150 can for exanple be configured as a cl osabl e openi ng.
The mcrohial filter 148 ensures a germfree atppsphere inside_ the
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respectively can for exanp -free |

for exanping dﬁwicps)g@ral@rcoa\pgmhle,i far exageple imorder to prevent the spread and/or prolifg-J
eration of microbial impurities. In this case, the interiors 118 and 124 respectively can for

25  example be filled with a moisture-free inert gas, for example nitrogen or argon, in order to

avoid condensations.

In the exemplary embodiment illustrated in figure 1, the container 110 further optionally
has a controller 156. This controller 156 can for example contain its own power supply for
30 the aforementioned devices for maintaining sterility in the container 110, for example a
battery and/or an accumulator. Alternatively or additionally, it is also possible to provide
terminals for an external power supply that can for example be connected to a correspond-
-ing power supply in a transport means and/or at the factory of the manufacturer of the
pharmaceutical recipients 112, 114. Alternatively or additionally, the controller 156 can
35  also contain control elements for actuating the aforementioned devices for maintaining or
ensuring sterility in the container 110, for example switches, microprocessors, interfaces

for connecting an external controller, input and output means (for example a display, keys,



avoi d condensations. In the exenplary enbodinent illustrated in figure 1,
the container 110 further optionally has a controller 156. This controller
156 can for exanple contain its own power supply for 30 the aforenentioned
devices for maintaining sterility in the container 110, for exanple a
battery and/or an accunul ator. Alternatijvely or additionally, it is also
possible to provide termnals for an external power supply that can for
exanpl e be connected to a correspond- ing power supply in a transport mneans
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110 stacked containers 110 can be increased and the containers 110 can be packed more tightly.

In order to microbially isolate the interiors 118 and 124 respectively of the container 110

25  from the environment of the container 110, the container 110 additionally has a container
door 170 which closes a container opening 172. In the exemplary embodiment shown in
figure 1, this container opening 172 is arranged on an end face of the container 110 and is
designed in such a way that the inner container 122 can be inserted into the interior 118 of
the container 110 through this container opening 172. As an alternative to the exemplary

30 embodiment shown in figure 1, the container 110 can also accommodate a plurality of in-
ner containers 122, wherein preferably a plurality of devices 120 for accommodating inner
containers 122 of this type can be provided in this exemplary embodiment.

The container door 170 is illustrated in highly schematized form in figure 1 and has a clo-
35  sure mechanism 174, for example simple rotary closures, hooks, etc. In particular, the con-
tainer door 170 used may for example be a bulkhead.



25 fromthe environment of the container 110, the container 110 additionally
has a container door 170 which cl oses a container opening 172. In the
exenpl ary enbodi nrent shown in figure 1, this container opening 172 is
arranged on an end face of the container 110 and is designed in such a way
that the inner container 122 can be indrted into the interior 118 of the
container 110 through this container opening 172. As an alternative to the
exenpl ary 30 enbodi nent shown in figure 1, the container 110 can al so
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and/or piv- otable and/or flexible (for exanple tubular) Parts Figure 3 is
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sterile | Belockads antests loskd4 sounled 19 & SEhfcPagpEill ri§21§ s\ﬁfﬁﬂé%{oehwn
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The sterile lock 184 comprises a sterile space door 188. In the non-coupled state, this ster-

25  ile space door 188 closes the sterile space opening 186 by means of an interlocking me-
chanism 190 which is illustrated in figure 3 merely in highly schematized form. In the lock
principle illustrated in figure 3, the lock 176 of the container 110 comprises a first lock part
192 which is connected to the outer case 116 of the container 110 outside the container
door 170 and surrounds the container door 170, for example annularly. This first lock part

30 192 is for example configured as a peripheral projection, if appropriate provided with
breaks, and allows coupling to a first sterile lock part 194. This first sterile lock part 194
surrounds substantially the sterile space opening 186 annularly and ensures, when coupled,

a microbial isolation of the sterile space 180 and the interior 118 of the container 110. The
first lock part 192 and the first sterile lock part 194 can for example interact in the form of

35  abayonet closure, wherein for example one of these two first lock parts 192, 194 or both of
these parts can be configured rotatably in order to allow coupling and uncoupling.



chani sm 190 which is illustrated in figure 3 nerely in highly schemati zed
form In the lock principle illustrated in figure 3, the lock 176 of the
container 110 conprises a first lock part 192 which is connected to the
outer case 116 of the container 110 outside the container door 170 and
surrounds the container door 170, for-@%anple annularly. This first |ock
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25 arranged on the outer side of the container door 170. This second lock part 196 can for
example again be configured in the form of a peripheral projection on the outer side of the

container door 170, for example again as a part of a bayonet closure.

Similarly, the sterile lock 184 comprises a second sterile lock part 198 on the outer side of
30 the sterile space door 188. This second sterile lock part 198, which can for example engage
behind the projection of the second lock part 196, thus couples with the second lock part
196. For example, this coupling can, as described above, again comprise a bayonet closure.

In this case, the coupling mechanism can be configured in such a way that when the first
35  lock part 192 is coupled to the first sterile lock part 194 (for example as a result of a rotary
movement), the second lock part 196 is at the same time coupled to the second sterile lock

part 198. As a result, on the one hand, the intermediate space between the two doors 170,



particular conprise, in addition to the first | ock part 192, a second | ock
part 196 which is 25 arranged on the outer side of the container door 170.
This second | ock part 196 can for exanple again be configured in the form
of a peripheral projection on the outer side of the container door 170, for
exanpl e again as a part of a bayonet clXsure. Sinmilarly, the sterile |ock
184 conprises a second sterile lock part 198 on the outer side of 30 the
sterile SEace door 188. This second sterile lock part 198, which can for
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Sterile B8 g ok 376 £ b8 nRceBletz Sufifutols, e mgtainet 410 Rt i e
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incouf] eareuiis b amipy Sophle 1Rt stfin R PRSP SRRAL SRR L e PRl o
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bodi es t oalbepessitdaiin addition to removing the pharmaceutical recipients 112 from the container

110 by hand. Furthermore, much less waste is produced and it is possible to significantly

25  reduce the costs of removing additional seals (for example welds).



| i ned and sped up considerably, as sem automatic or automatic unloading is
for exanple also possible in addition to renoving the pharnaceuti cal
recipients 112 fromthe container 110 by hand. Furthernore, nuch | ess waste
is produced and it is possible to si grlizfsi_cantly 25 reduce the costs of

removi ng additional seals (for exanple Welds). -25- List of reference
nunmeral s 110 contai ner 166 outer shaped profiles 112 pharmaceuti cal

recipi entﬁis&@cﬂ?ﬂcgﬁﬁﬁ% 114 syringe bodies 170 contai ner door 116 outer

case 172 118 interior of the container 174 closure
mechani sm 120 devices for accommodating the 176 | ock inner container 178
transfer system 122 inner container 180 sterile space 124 interior of the

i nner container 182 sterile space wall 12 ol dating the
184 sterill | Romtainfsst s 128 nests 186 sterﬁé; s%gééh%%@ﬁﬁgg%o openi ng for

| oadi ng the i gg}ﬁhng&ﬂﬁca@&ggﬁgi | e space dba® tddpnssiod®0 i nterl ocking
mechani sm 132 nest_ body 1 first |ock pa{),/t 134 eni ngs for acconmodati ng
the 194 fl¥st wrieesbediehck part syringe bbdl esOPFANLEOBhd | ock part 136

protecti veld oi dutdidBssecond sterile | ock party 13&néaierdpenibgyonet cl osure of
the contajper . 140 pﬁrt door 142 valve 144 openings for sterilization 146

ventil ati bl deiPfegior ahBe cPRAWET 150 openi ng 1 H t HoREHMEFRABISM 152 r adi at i on
source 120 devices for accommodating the 176  lock

inner container 178  transfer system

122  inner container 180 sterile space

124  interior of the inner container 182 sterile space wall
184  sterile lock

186  sterile space opening

126  holders for accommodating the
nests
128  nests

130 opening for loading the inner con- 188 sterile space door

190 interlocking mechanism

tainer
134  openings for accommodating the 194 first sterile lock part
syringe bodies 196  second lock part
136  protective foil 198  second sterile lock part
138 cap 200  bayonet closure of the container
140  port door
142 valve

144  openings for sterilization
146  ventilation device

148  filter

150 opening in the container
152 radiation source

154  temperature control device
156  controller

158  rolls

160  fixing and braking device
162  bearing feet

164  transport lugs



154 tenperature control device 156 controller 158 rolls 160 fixing and
braki ng device 162 bearing feet 164 transport lugs -26- Patent clainms 5 1.
A reusabl e container (110) for the sterile transfer of pharnmaceuti cal
recipients (112), in particular of syringe bodies (114), conprising an
outer case (116) and a steriliz- able-iAterior (118, 124), wherein the
interior (118, 124) is mcrobially isolated from the environnent of the
container (110), the interior (118, 124) having at | east one holder (126)
for acconmodating at |east one nest (128) for storing a plurality of 10
pharmaceutical recipients (112), wherein the nest (128) can be renovably
accomo- dated in the holder (126) patdift ctfiiisai ner (110) further having at

| east one container door (170) for renmoving or introducing the nest (128)
into the interior (118, 124) and at |east one lock (176) for coupling the

cont aisnery. ( 11Q}edsgble coht@inet € 19Pasrehd 38Rk tradnbRr of Pdfmbdeifiicaletipien&onipgur ed
in such a way that, after coupljng to the sterile space, it 15 1is pci55| bl e
aghesgli

to open the dBMRHIGHET of syringe GOMBTIHEE A7 QubsT Gpss (g ABd Agtatleri | -
ity. 2. The co atétdr ((1810240swHetet BROintdfiot (EI 81 2selimgrabialyisolwfearfiind t he
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e cqnt ai ner s.cl ai. one o e pr I ng clains, erein the
Mook 156y mpamnicentoa fecigy i ierh b SosR 7255 Subbe ForfiBivatiGhio: oot o
t he out er caghated?in thd h6)deo (12 dihetdoataorent( bl Q) durtherchiavirg/ &) leastbnatcohtaast a

d | ock ich is. i.ner.

sgcond ook nat BTR) 40 Fe 5 SRANSFLTLAS L0 BTHRLARFo L0, LA Bl .,
part (194) suatleaghdienkpck (5160rfot eouppiag éhalomtaindi8@) Onteda stetiker space (186),gbeond

ok 3 (R o e IR, G P 5,
cl ai méd i n oriepessitlpéo ppascibdicagtaiienidaer, (VAR wethautt substantially susmeidingagterdt | east
one bayonet gjosure.

2.  The container (110) as claimed in the preceding claim, wherein the lock (176) com-

prises at least a first lock part (192) which is connected to the outer case (116) out-

20 side the container door (170), the first lock part (192) at least partly surrounding the
container door (170).

3.  The container (110) as claimed in one of the preceding claims, wherein the lock
(176) comprises at least a first lock part (192) which is connected to the outer case
25 (116) outside the container door (170) and at least a second lock part (196) which is
connected to the container door (170), wherein the first lock part (192) can be cou-
pled to a first sterile lock part (194) surrounding a sterile space door (188) and
wherein the second lock part (196) can be coupled to a second sterile lock part (198)

connected to the sterile space door (188).

30
4. The container (110) as claimed in one of the preceding claims, wherein the lock
(176) has at least one bayonet closure.
5.  The container (110) as claimed in one of the preceding claims, wherein the container
35 door (170) comprises at least one pivoting door, in particular a bulkhead, arranged on

an upper side and/or on a side wall of the container (110).



5. The container (110) as clainmed in one of the preceding clains, wherein
the container 35 door (170) conprises at |east one pivoting door, in
particul ar a bul khead, arranged on an upper side and/or on a side wall of
the container (110). -27- 6. The contai,ger (110) as clainmed in one of the
preceding clains, further conprising at'least one inner container (122)
whi ch can be accommodated in the interior (118, 124), wherein the hol der

: . . . . :
the ) nnerd cor e cogairep Bl s Bifhed dhe drine GEONTROBLAS,, Hrher CARRHGARRL Y ' "
door (170) béeasyopondneywor@inen (522 hwlichean theaaccomeadatedrinctbatinerier (1(1822) i s
reversibly rl@?ﬁ%l‘&n tHeHB de? ?lailézltf(ﬁ'r Vd{c]:g(?rgll(n%&?thngjtﬁé hest Z128 If%eac%&rrlllhﬂ)'(i?%g)ag Il ;—0)

as claimed in tfie preceding c 1 1 nner “cont al ne .

confi gured adeashpafenn ithmisnecemtainere(l 22)1 B innemequsgingrddi 22k anglsthe wontaier  con-
10 taisner (122 {HDPHARg W ifhrdd HisdctSh Vol A SR YoRbRR (1329% reers

cont ai ner (110)r§is gl al %red_f%?_ronle So% thg&pr ecedi ng (?I al m;,( \Azﬁerrei %rs{B%

hol der  ( 126)remeyabletomtbeittering (1 He 12dst (128) conprises at | east one rail

for inserting the nest (128). 15 9. The container (110) as clained in one

of the preceding clains, further conprising.a plurality of nests (128) for
storing &-pl umhssopipings (hHrasedaimer dmthe prergsiing elaing.whsreingthe intes cERAIAT ner

(110) as cl ai(ned ik RoAfigursd 8¢ 8fliopéh findt Bdnt¥ASH iZQ),tiﬁ?Jgi;tgi}%Iat?ﬁ@Jaﬁagn?(m}k ZPl
, e substantially

prise at |east. on ubstantial |y .pl anar. nest, . body

pl anal® nest tﬂaw?%%%owﬁwwiw&swp Fingynethia ei9eflihgs” (134) for

accommodati ng the pharnmaceuti- cal recipients (112). It. The container (110)

as clai in,one of t recedi ng .two cl.al ns erejn the nest 2 128)

oy e it ouc e pgind: AL BaTHeES & 285 Orthe Bree PG clafmb. FatEReTe AR

cont ai ner ( 122), fomat¢doaimhodating dieti fiéso (128) campriges at eaporid mill far insettinguhe

i ndi vi dual , g}!e%zﬁ%?zasi ng. 12. The container (110) as clainmed in one of the
| ’

precedi ng cl erein the container (110) conprises at |east one
connelsti ng opening, in particular a port (140), for intro- 30 ducing and/or

di schar gighg I Lui d.disi Ct 4 Jp /
medti um Cire anePaRneR TP ol chitled HYREY AP FRAMTAREL HorBbdmrkillth | )
clai med i n omdurelitytdimesss €280 fargtaringiamdyrafirafipharneanepti¢ad revdpients (dast one
ventilation device (146) for at |east partly blending an atnosphere in the
in- terior (118, 124). . . . , .
10. © The container (110) as claimed in the preceding claim, wherein the nests (128) com-
20 prise at least one substantially planar nest body (132), the substantially planar nest
body (132) having a plurality of openings (134) for accommodating the pharmaceuti-

cal recipients (112).

11.  The container (110) as claimed in one of the preceding two claims, wherein the nests
25 (128) are introduced into the container (110), in particular into the inner container

(122), without an additional casing, in particular without individual, closed casing.

12. The container (110) as claimed in one of the preceding claims, wherein the container

(110) comprises at least one connecting opening, in particular a port (140), for intro-

30 ducing and/or discharging at least one fluid disinfecting medium and/or sterilizing
medium into or from the interior (118, 124).



5 14. The container (110) as clainmed in one of the preceding clains, further
conprising at |east one opening for introducing a radiation source (152)
into the interior (118, 124). 15. The container (110) as clained in one of
the preceding clains, further conprising at |east one radiation source (152)
for emtting radioactive radiation and/4- el ectromag- 10 netic radiation for
disinfecting and/or sterilizing the interior (118, 124). 16. The contai ner
(110) as clalned in.one of the preceding clains, further conprising at

| east onel3-enpls eantaiaerddhkas) clfa@@fleréovqsﬁyhefpé@ceﬁ@atql%@SaW&h@rrC%@mrrggatt he

interior (11Rgst %ﬁé%entﬁ@tlékl?devﬂée(l@&%ﬁbtﬂ@&st pdrh)bl @’y B ABBspHErOMEhOIn-t he

precedi ng cl ai ns QA r conprising at |east one mcrobial filter (148)
for fllterlngeﬁf’hﬂégh circulated in the interior (118, 124) and/or for
fllterlngflwd media, in particular air, infiltratingtheinterior (118,

124). he co nt ai n 11Q) as clai in recedi n clalns
furt et bl T8 srandt i E st I Gnd ol e auseeding Jaims: Bubér o ¥5g)

wi th braking ll&mm&e opéfng fofr dritrdduding a rpditiomgutdea 16DNhe the intérddrq) 18,43419. The
container (110) as clainmed in one of the preceding clains, further
conprising a plurality of bearing feet (162) for stationarily nounting the
cont ai ner1§.11Dhe cotfbainéit(@1 @)castcddimed if 34T ths pcéaeﬂimgcbleiims,oﬁuﬁhexf cdrﬂl]ﬁ‘islilt@aledi ng
cl ai ms, where c i ne F.sh . profi whi ch
are confi gur elcﬁglgtr?gsuc(ﬁzﬂ O%S% {Ceﬁgﬁ%r %}ﬁ% }aﬁﬁalg't“?eo%ﬁla@gﬁ ef s&?ﬁ - can
be st #cked. zmctlcTaxhamnnfoadmerfeqtmgca)ld/as stetihzime thd inteooe (1418, 12145) pr ecedi ng
claims, wherein the container (110) further has at |east one externally
accessi bl e coupling (164) for coupling a transport neans, in particular a
t r anspor t 1hookhe @Bitzier (Th) asehainie é onelafithe psecetliagrebaimnfugher esmpriséng at

precedi ng cl ajg. on\efg’éﬁl RO @RS G r(lgﬁ)l%&)h@aﬂﬁg o {oggcpblgltﬁgﬂregﬂﬁérﬁir“er

(122) are confi gure substanti a i mensi ona manner and
conprise at 1da&t129me of thefollovvlng materials: a netal, in par- ticular
hi gh- gg ade steel; a ceram c; aglass a plastics material, in particular a

fluori- nated pl astlcs materlcﬁ a.conposite material. 5 23 A transfer
system (1¥8) Tl confrinai(éf§)ias 3itngd i P! (hR AFsrsdingcfains, ERELROMMISINGA D) ¢t o

a sterile spRg® ohd8RdrobaPARE (U FoR iltérBRSitmeBshetOEt Al NET in(thd Dterdst (¢l &I med
In one of t he124) and/or for filtering fluid media, in particular air, infiltrating the interior (118,
124).
20
18. The container (110) as claimed in one of the preceding claims, further comprising a
plurality of rolls (158), in particular rolls (158) with braking means (160), for trans-

porting the container (110).

25 19. The container (110) as claimed in one of the preceding claims, further comprising a
plurality of bearing feet (162) for stationarily mounting the container (110).

20. The container (110) as claimed in one of the preceding claims, wherein the container
(110) has outer shaped profiles (166) which are configured in such a way that a plu-
30 rality of containers (110) can be stacked.

21. The container (110) as claimed in one of the preceding claims, wherein the container
(110) further has at least one externally accessible coupling (164) for coupling a
transport means, in particular a transport hook.

35

22. The container (110) as claimed in one of the preceding claims, wherein the container

(110) and/or the inner container (122) are configured in a substantially dimensionally



preceding clains, further conprising at | east one sterile space (180), in
particul ar an accessible sterile space (180), wherein the sterile space
(180) conprises a sterile space wall (182) with a sterile |ock (184),
wherein the sterile lock (184) can be é u- 10 pled to the lock (176) of the
contai ner (110). 24. The transfer systém’(178) as clainmed in the preceding
claim wherein the sterile space (180) further has at |east one bottling

i f b ttI t | t t d t I
reci pi ent s (S5 miancs R oRBAEATIERR arFI b R e S sar hath B BHlt s
(112) with attlduhmﬂnighagmd@ktaelna«:enamlqed glassediplastics mafesiat, il pharcufaon fluokit i ng

syringe bodie u at | east one container (110) as
claimed in onzate(()if %%%lgs %’rgteeg@(’il ng sglte%attge?latl ng to a container (110),

wherein the nmethod includes the following steps: 20 - a plurality of

h
Fect prontD: ( 1 pibEhSRbR(r SRk of! Sor BB IE o Blmaceptilf (RUREARERB IR |
i ntroduced i rstetmletSpace&b&O)ocmn}mmg {t1l2sy oho contginer (lrlg) as plaimed int gneodf the

h y :
oo o coreir AR SR e 0 SR
(116) and a sqcecrsisublez space (18D, whewin 112-4§terahdspn¢¢|6 89) @@I]Il‘@ﬁhérst@!d@)r
(170), the in %Eée' Wil gllsézwﬁq?a“g '15'& ﬂ‘gﬁf AHedih %é(ﬁajél@ﬁ&g%(;l%@ﬁéaﬁﬂﬁ cou-

envi ronment o I'nterior havi ng at | east

one Mol der (Pi%wth@]rochébm@ﬁ qoﬁtjﬂliehéllr%st (128): - the container (110) is
brought to a sterile space (180) and coupled to the sterile 30 space (180)

via at least one lock (176), the |ock él?Gt}l bei n configured in_ such_a way

that, aft&k cﬁwpqrmgert%ysqeﬁb(ls7t8éraﬁ|céalgﬁ da gamce ing %mbo\géqrﬁpet eStSden t he

con- tainer dgeade (1(1 gd)Oemhéxqmstahﬁagto%rbb&hﬁg)ﬁﬁ@fo& %Bﬂﬁn%éttléﬁubnépmhawuhm ly

suspending s - the nest ] r the pharmaceutical recipients
(112) are trdd ’Fléﬁhﬂl nf%Pftaﬁélawslt}%étf%qlpl%tszg@e (180) through the contai ner
door (5170); - the at |east one pharmaceutical mediumis introduced into the
phar e ool o bR il g 15 T e e RS o
aline fill ermediﬁfngiinl Iﬁrm@ﬂhrdbr fllingayrihgd b&ties (ﬂSﬂ)aluh partionlar bsiRg at [Eise onet hod
as claimed i "eontiine? (1 d}easpélgfcmee ﬂlgorge\,\gf ghe precédlng clralmsn rélgt?ngc ngaclorq ainer

(110), wherein the method includes the following steps:

20 - aplurality of pharmaceutical recipients (112) are manufactured;
- the pharmaceutical recipients (112) are sterilized;
- the pharmaceutical recipients (112) are introduced into at least one nest (128) for
storing a plurality of pharmaceutical recipients (112);

- the nest (128) is introduced into a reusable container (110), the container (110)

25 comprising an outer case (116) and a sterilizable interior (118, 124) and with a
container door (170), the interior (118, 124) being microbially isolated from the
environment of the container (110), the interior (118, 124) having at least one
holder (126) for accommodating the nest (128);

- the container (110) is brought to a sterile space (180) and coupled to the sterile

30 space (180) via at least one lock (176), the lock (176) being configured in such a
way that, after coupling to the sterile space (180), it is possible to open the con-
tainer door (170) from the sterile space (180) without substantially suspending
sterility;

- the nest (128) and/or the pharmaceutical recipients (112) are transferred to the

35 sterile space (180) through the container door (170);

- the at least one pharmaceutical medium is introduced into the pharmaceutical re-
cipients (112).



(110) is subsequently uncoupled fromthe sterile space (180) and returned to
the site of manufacture of the pharmaceutical recipients (112) and/or to a
supplier. 28. The nmethod as clained in one of the preceding clains rel ating
to a nethod, wherein 10 at |east one nest (128) at |least partly filled with
pharmaceuti cal recipients (112) and/ eBl0at | east one inner container (122)
wth at | east one nest (128) is returned to the container (110).

26. The method as claimed in the preceding claim, wherein the pharmaceutical medium

is introduced by means of a line filler installation or a tray filler installation.

5 27. The method as claimed in one of the preceding two claims, wherein the container
(110) is subsequently uncoupled from the sterile space (180) and returned to the site

of manufacture of the pharmaceutical recipients (112) and/or to a supplier.

28. The method as claimed in one of the preceding claims relating to a method, wherein
10 at least one nest (128) at least partly filled with pharmaceutical recipients (112)
and/or at least one inner container (122) with at least one nest (128) is returned to the

container (110).





